ORDB 510(K) STERILITY REVIEW GUIDANCE
713197

For STERILE devices:

1.  Provide the sterilizatiomethod thatvill be used omwas used [radiation, st@aEtO].
a. If the sterilizatiormethod is radiation, then pride the radiation dose thatll be orwas used.
b. If the sterilizationmethod is EtO, then pwide the maximum residué levels of ethylene oxide, ethylene
chlorohydrin ard ethyleneglycd thatwill beor weremet. These lgelsmust be belw those limits proposed in FR
27482 (6/23/78).
2. Provide the Steriligf Assurancé.evel (SAL) you intend taneet ormet.
3. Identify the steriliy validationmethod thatvill be used omwas used.

4.  Provide a statenert of whethe device will be or is "pyrogen free' and a descriptionfadhe method used tanake that
detemination.

5. Provide a descriptionfdhe packaging used toaintain steriliy.
6. Provide sanple labeling that féects the'sterilé' notation.

For NONST ERI L E deviceswhich must be sterilized prior to use far deviceswhich asponsoistatesn the510k) thatthey may be
RESTERILIZED:

1. Identify a reconmended set or sets of sterilization processrpeaters (for staa - the gcle, tanperature, and exposure
time; for EtO - tenperature, hmidity, gas concentration, exposumeei and aerationycle).

2. Provide the Sterilig Assurancéevel (SAL) you intend tameet ormet (€10°5).
3. Identify the steriliy validationmethod thatvill be used owas used (e.gAAMI).

4.  If thesterilization methal is EtO, thenidentify themaximum residual leels d ethylene «ide, etlylene chloroldrin and
ethyleneglycol thatwill be orweremet. These lgelsmust be bela those Imits proposed in FR 27482 (6/23/78).

5.  If provided nonsterile, prade sanple pa&age labeliry that rélects sone type d nonsterile notation.
6. Provide a saple package insert that reflects the sterilization processptaics.

If the process parameters have not been validated, then state that the validation will be completed prior to marketing
and that the package insert will berevised to reflect the validated parameters.

For REUSABLE devices:

1.  Provide cleanig recanmendations includig ary applicable disasgaly instructions.
2. Provide sterilization ifiormationfollowing the applicablguidance(s) abee.

3. For the labelig:

a. Provide sanple labelingwith ary recanmended cleaning techniques ang applicable disassably instructions.

b. If the sterilization process pamaters have alregdbeen validated, then providengae labeling thatncludes the
recanmended sterilization process pauers. Othawise, T the paranetershave nat beenvalidated thenprovide
astatenert that prior to marketing,the package insewill be revised to include the validated sterilization process
paraneters.

d/t:SXN;HXS:11/18/94
d/t:SXN;PR:1/17/96:claffly nonsterile portion
d/t:SXN:7/3/97:claffiy nonsterile portionmake direct réerence to resterilization



